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Fig.1 Optical microscope images of six groups of cell to culture 72 h
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Study on cytotoxicity of contraceptive
materials of scrotiform intrauterine

device

Zhong Xingming', Wei Xiangcai', Zhu Guoping',

Li Yanqiu', Wu Yuanyuan', Li Zhicai’, Guo Jianhua®,

Zeng Xingrong’

(1. Guangdong Family Planning Research Institute, Guangzhou 510600, China; 2. School of Materials Sci-
ence and Engineering, South China University of Technology, Guangzhou 510500, China)

[Abstract] Objective: To evaluate the cytotoxicity of contraceptive materials of scrotiform in-

trauterine device (IUD). Method: Make a cytotoxicity experiment with the additional liquid sil-
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icone rubber newly developed (formula: vinyl silicone oil, hydrogen silicone oil, and 1- ethyn-
ylcyclohexanol) in accordance with Part 5 of GBT 16886.5— 2003 Biological Evaluation of
Medical Devices. Six groups in total including blank control group (with no RPMI1640 com-
plete culture solution of the experimental material) , negative control extract solution group
(high density polyethylene material) , positive control solution group (with RPMI1640 com-
plete solution of 6.3 % phenol), 100 %, 50 % and 25 % material extract group were set. Culti-
vate L-929 cell with RPMI1640 complete culture medium; add 100 pL blank control solution,
negative extract solution and 25 %, 50 % and 100 % material extract solutions, and observe cel-
lular morphology under the microscope; and measure OD (optical density) value with a micro-
plate reader and observe proliferation rate of the cells. Results: Blank control group, negative
control extract solution group, positive control solution group, 100 % , 50 %, 25 % material
extract group’ s cell cytotoxicity of experimental materials are in level 0, 1, 4, 2, 2 and 1 re-
spectively . After 72 hours, 25 % , 50 % and 100 % material extract solution had (66.2 +
43) %,(72.4 £6.1) %, and (81.1 = 4.2) % cell proliferation. The OD value differences of
negative control extract solution group, 100 % , 50 %, 25 % material extract solution group
and positive control extract solution group own statistical significance (P< 0.05), the OD value
differences of blank control group, 100 %, 50 %, 25 % material extract solution group and
negative control extract solution group own statistical significance (P< 0.05); the OD value dif-
ference of 25 % material extract solution group and negative control extract solution group does
not own statistical significance (P>0.05). Cell cytotoxicity of experimental materials are in lev-
el 2, 2 and 1 respectively. Conclusion: Accordance with Part 11 of GBT 16886.5—2003 Biolog-
ical Evaluation of Medical Devices, experimented silicone rubber material complies with the re-
quirements for cell cytotoxicityexperiment of biological materials and medical devices.

[Key words] intrauterind device; silicone rubber material; cytotoxicity ; animal experiment;

mouse
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